Title 16. Board of Pharmacy
Modified Regulation Text

Proposed changes made to the current regulation language are shown by strikethrough
for deleted language and underline for added language.

Additional changes made to the proposed regulation language are shown by deuble
strikethrough for deleted language and double underline for added language.

Proposal to amend § 1715 of Article 2 of Division 17 of Title 16 of the California
Code of Regulations to read as follows:

§ 1715. Self-Assessment of a Pharmacy by the Pharmacist-in-Charge.

(a) The pharmacist-in-charge of each pharmacy as defined under section 4029 or
section 4037 of the Business and Professions Code shall complete a self-assessment
of the pharmacy's compliance with federal and state pharmacy law. The assessment
shall be performed before July 1 of every odd-numbered year. The primary purpose of
the self-assessment is to promote compliance through self-examination and education.
(b) In addition to the self-assessment required in subdivision (a) of this section, the
pharmacist-in-charge shall complete a self-assessment within 30 days whenever:

(1) A new pharmacy permit has been issued, or

(2) There is a change in the pharmacist-in-charge, and he or she becomes the new

pharmacist-in-charge of a pharmacy.

(3) There is a change in the licensed location of a pharmacy to a new address.

(c) A pharmacist-in-charge of a community pharmacy shall assess the pharmacy’s

compliance with current laws and regulations by using Fthe components of-this
assessmentshallbe-on Form 17M-13 (Rev. 16/24 §££4812/21) entitled “Community

Pharmacy Self-Assessment/Hospital Outpatient Pharmacy Self-Assessment.” As used

in this section, a community pharmacy means a pharmacy serving retail or outpatient

consumers. A pharmacist-in-charge of a hospital pharmacy serving inpatient consumers

shall assess compliance with current laws and requlations using the components of and
on-Form 17M-14 (Rev. 16/24-0#1812/21) entitled “Hospital Pharmacy Self-
Assessment.” which-areBoth forms are hereby incorporated by reference, and contain

the following components: to-evaluate-compliance-with-federal-and-state-laws-and
s
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(1) The pharmacist-in-charge shall provide identifying information about the

pharmacy including:

(A) Name and any license number(s) of the pharmacy and their expiration

date(s);

(B) Address, phone number, ownership type, and website address, if applicable,

of the pharmacy;

(C) Federal Drug Enforcement Agency (DEA) registration number, its expiration

date, and date of most recent DEA inventory;

(D) Hours of operation of the pharmacy: and

(E) Accreditation by third party, if applicable, and dates of accreditation.

(2) The pharmacist-in-charge shall list the name of each licensed staff person

working in the pharmacy at the time the self-assessment is completed, the person’s

license type and number, and the expiration date for each license.

”

(3) The pharmacist-in-charge shall respond “ves”, “no,” or “not applicable” (N/A)

about whether the pharmacy is, at the time of the self-assessment, in compliance

with laws and requlations that apply to that pharmacy setting.

(4) For each “no” response, the pharmacist-in-charge shall provide a written

corrective action or action plan to come into compliance with the law.

(5) The pharmacist-in-charge shall initial each page of the self-assessment with

original handwritten initials on the self-assessment.

(6) The pharmacist-in-charge shall certify on the final page of the self-assessment

that he or she has completed the self-assessment of the pharmacy of which he or

she is the pharmacist-in-charge. The pharmacist-in-charge shall also certify a

timeframe within which any deficiency identified within the self-assessment will be

corrected and acknowledge that all responses are subject to verification by the

Board of Pharmacy. The certification shall be made under penalty of perjury of the

laws of the State of California that the information provided in the self-assessment

form is true and correct with an original handwritten signature on the self-

assessment.

(7) The pharmacy owner or hospital administrator shall certify on the final page of

the self-assessment that he or she has read and reviewed the completed self-
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assessment and acknowledges that failure to correct any deficiency identified in the

self-assessment could result in the revocation of the pharmacy’s license issued by

the board. This certification shall be made under penalty of perjury of the laws of the

State of California with an original handwritten signature on the self-assessment.

(d) Each self-assessment shall be completed in its entirety and kept on file in the

pharmacy for three years after it is performed._The completed, initialed, and signed

original must be readily available for review during any inspection by the board.

(e) Any identified areas of noncompliance shall be corrected as specified in the

certification.

Note: Authority cited: Sections 4005 and 4127, Business and Professions Code.
Reference: Sections 4019, 4021, 4022, 4029, 4030, 4036, 4037, 4038, 4040, 4050,
4051, 4052, 4059, 4070, 4081, 4101, 4105, 4110, 4113, 4115, 4119, 4120, 4127, 4201,
4301, 4305, 4330, 4332 and 4333, Business and Professions Code.

Board of Pharmacy Modified Text Page 3 of 3
16 CCR §1715 Self-Assessment — Pharmacies 1/22/2022






Accessibility Report





		Filename: 

		1715_mt.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 2



		Passed manually: 0



		Failed manually: 0



		Skipped: 0



		Passed: 30



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Needs manual check		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Needs manual check		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Passed		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top

